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DETAILED ACTION 
Information Disclosure Statement 

1 . The information disclosure statement filed on May 24, 2004 has four foreign 
patent documents (DE 2604460, DE 3303104, DE 4024360, FR 2539978) that fails to 
comply with 37 CFR 1 .98(a)(3) because there is no translation in accordance with 
MPEP 609.05, or relevance statement. These documents have been placed in the 
application file, but the information in these four foreign documents has not been 
considered. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claim 15-19 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Regarding claim 15, the software program is drawn to non-statutory subject 
matter since it is "functional descriptive material". There is not a functional 
interrelationship between the software program and other claimed elements of the 
device that permit the functionality to be realized. See MPEP 2106. The examiner 
suggests amending the claim to read "a computer readable medium encoded with a 
software program that sets forth rules for a data acquisition module that acquires 
implant cardiac data from the implant and non-implant cardiac data of the patient, and 
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an analysis module that correlates the implant cardiac data and non-implant cardiac 
data and creates a signature pattern from the correlation." 

Claim Rejections - 35 USC § 102 
4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21 (2) 
of such treaty in the English language. 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1 ), (2), and (4) of section 371 (c) of this 
title before the invention thereof by the applicant for patent. 



The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AIPA (pre-AlPA 35 U.S.C. 102(e)). 



5. Claim 20 is rejected under 35 U.S.C. 102(a, e) as being anticipated by Sun et al. 
(U.S. Patent No. 6668188). Sun shows a method of recording, from a rate adaptive 
cardiac device, the activity level based on data of heart rate (implantable device data) 
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(column 7 lines 5-6, column 8 Iines18-19). Sun additionally discloses gathering patient 
information from a selected group, which includes real-time EGM, activity level and 
fitness, and drug dosage (non-implant patient data) (column 7 lines 23, column 8 lines 
1). Sun shows that heart rate data and patient information (i.e. real-time EGM, etc.) is 
charted into a histogram (correlation) to determine activity level and long-term 
treatments for patient (column 7 lines 11-16, column 8 lines 13-15). 
6. Claims 1-3 and 6-12 are rejected under 35 U.S.C. 102(a, e) as being anticipated 
by Peel, III et al. (US Patent No. 6647287). 

Regarding claims 1, 2, 6, 9, and 11, Peel, III discloses a cardiovascular monitor 
that comprises of a method that analyzes aortic blood pressure. It does this by 
measuring and acquiring continuous radial or ulnar blood pressure with a tonometer or 
a blood pressure sensor in an artery (implant device data). The method also entails 
measuring and acquiring a plethysmographic blood pressure, from the patient via their 
finger, using one or more pulse oximeters (non-implant patient data). By use of a 
mathematical model for correlation and synchronization, a patient-specific aortic blood 
pressure waveform is the result from the patients' state and current non-implant cardiac 
data and measurements acquired (column 34 lines 23-37). The patient specific aortic 
blood pressure waveform is disclosed for diagnosis of cardiovascular condition and 
treatment of the patient (Column 1 lines 6-10). 

With respect to claims 7, 8, and 10, Peel, III also discloses multiple storage 
devices that save blood pressure data of a patient and the data of the mathematical 
model for later usage (column 29 lines 33-36). As well as a display monitor to show 
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representations of any of the patient data. The data provided can include any of the 
implantable blood pressure sensors or ECG data (column 29 lines 36-39). The 
disclosed display monitor is to visually assist in the diagnosis of the condition and 
effects of the treatments for a patient. Peel, III discloses a selection of choices, including 
ECG data, plethysmograph, and any one of the pulse oximeter measurements for use in 
the mathematical models (column 34 lines 33-37). 

Regarding claims 3 and 12, Peel, III further shows a time reference is measured 
for a start of each blood pressure pulse in the ECG measurement (column 34 lines 17- 
19). This is to synchronize any of the data of the cardiac patient. 
7. Claims 15, 16, and 19 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Valikai et al. (US Patent No. 5948005). Valikai shows a system that includes an 
implantable pacemaker, which records heart rate/event data. There is also an external 
programmer that generates a request signal (polling signal) for the implantable device to 
communicate with and also has a receiving unit is that acquires heart rate/event data 
from the implantable device. The external programmer, which includes a histogram 
program, that uses the data acquired from the patient and the data from an implant, 
correlates them and creates a two-dimensional graphical chart as a signature pattern 
(column 17 lines 10-25). All the data, heart rate, event, or the histogram graph can be 
displayed on the external programmer display (column 22 lines 50-67, column 23 10-11, 
column 24 lines 1-9). 

Claim Rejections - 35 USC § 103 
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8. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

9. Claims 5 and 14 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Peel, III et al. (US Patent No. 6647287) as applied to claims 1 and 10, in view of 
Shimoni (US Patent No. 4616333). Peel, III substantially discloses the invention as 
claimed, see rejection to claims 1 and 10 above, however does not teach alignment of 
non-implant and implant cardiac data to at least one fiducial point. Shimoni discloses a 
method that obtains a first set of values dealing with data (any form of data) with a 
certain number of points, then obtaining a second set of data (any type of data) with the 
same number of points as the first set, the selecting a subset of data points. Then 
selecting a fiducial value within the first data set and another fiducial point in the subset. 
Theses values are used as points for alignment with use of a calculation with the first 
set and the subset data points (column 2 lines 63-68 column 3 lines 6-13). Therefore it 
would have been obvious to one of ordinary skill in the art, at the time of the invention, 
to modify the method of Peel, III by adding the calculation process of two data sets with 
use of a fiducial point as a marker as taught by Shimoni in order to facilitate an 
alignment and correlation of two data sets. 

10. Claims 17 and 18 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Valikai et al. (US Patent No. 5948005) as applied to claim 15, and further in view of 
Bardy (US 2002/0099302). Valikai substantially discloses the invention as claimed, see 
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rejection to claim 15 above, however Valikai does not teach the monitoring system of 
the patient is adapted to communicate with other devices on a network and the data can 
be received for the monitor from the networks other devices. Bardy discloses a system 
that sends data from the implantable medical device to an external medical device. The 
external device then sends the data to a server via an inter-network. This data is placed 
into a patient care file on a database. The patient care file, on the database, can be 
accessed by medical devices located on the network for later use (page 3 section 
0032). Therefore it would have been obvious to one of ordinary skill in the art, at the 
time of the invention, to modify the system and implantable medical device (i.e. 
pacemaker) of Valikai by adding the inter-network server communication to a database, 
as taught by Bardy in order to exchange patient data and store data on a centralized 
database for later use. 

1 1 . Claims 4 and 13 rejected under 35 U.S.C. 103(a) as being unpatentable over 
Peel, III et al. (US Patent No. 6647287) as applied to claims 1 and 10, and further in 
view of Stomberg et al. (US 2005/0103351). Peel, III substantially discloses the 
invention as claimed, see rejection to claims 1 and 6 above, however does not teach a 
synchronization with time of data from an non-implantable medical device and data from 
an implantable medical device. Stomberg discloses a method using an external medical 
device as a reference time when taking measurements of time with the implantable 
medical device. This is to allow for correction of a time drift that occurs in an implantable 
medical device (page 6 sections [0061-0063]). Therefore it would have been obvious to 
one of ordinary skill in the art, at the time of the invention, to modify the method of Peel, 
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III by adding the time synchronization method, that uses a at least one time reference of 
a external medical device and a time reference of the clock in an implantable medical 
device, as taught by Stomberg in order to facilitate a correction of any type of time drift 
that can occur from a implantable medical device. 

Conclusion 

12. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

The following patent and patent application publications are cited and further 
show the state of the art with respect to implant cardiac data and non-implant cardiac 
data correlation and synchronization in general: 
Manolas - US 2003/0204145 
Crosby et al. - US 7074194 
Hirsh US - 7054679 
Sahai - US 6654631 
Raymond et al. - US 6640134 
Ripart - US 6385485 
Sohmaetal. - US 6129677 

1 3. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jon-Eric C. Morales whose telephone number is (571) 
272-3107. The examiner can normally be reached on Monday through Friday from 8am 
- 5pm EST. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert Pezzuto can be reached on (571) 272-6996. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

JEM 

8/8/2006 
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